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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )K Responsive to communication{s) filed on 23 July 2004 . 
2a)n This action is FINAL. 2b)M This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) S C\a\rr\ls) 4,8-10,19 and 62-64 is/are pending in the application. 

4a) Of the above claim(s) 64 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) |EI Claim(s) 4,8-10,19,62 and 63 is/are reiected. 

Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 13 The specification is objected to by the Examiner. 

10)13 The drawing(s) filed on 7 1 March 2002 is/are: a)S accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 



Election/Amendments 

1. Applicants' election of Group II (original claims 4-10, 18-22, 60-63, and 65-69) drawn to 
polynucleotides, and SEQ ID NO:313, in the response, filed 7/23/04, is acknowledged. Because 
applicant did not distinctly and specifically point out the supposed errors in the restriction 
requirement, the election has been treated as an election without traverse (MPEP § 818.03(a)). 

Claim 64, drawn to a recombinant protein, is withdrawn fi^om fiirther consideration 
pursuant to 37 CFR 1.142(b), as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made without traverse in the response filed 7/23/04. 

Applicants' amendments to the claims are also acknowledged and entered. Claims 4, 8- 
10, 19, and 62-64 are currently pending, and claims 4, 8-10, 19, and 62-63 are under 
consideration. 

Sequence Rules Compliance 

2. This application contains sequence disclosures that are encompassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this appUcation fails to comply with the requirements of 37 CFR 1.821 through 1.825 because 
the sequences encompassed by the definitions for nucleotide and/or amino acid sequences set 
forth in 37 CFR 1 .82 1 (a)( 1 ) and (a)(2) disclosed in Figures 8 and 1 1 are not followed by a 
sequence identifier (SEQ ID NO:X). Apphcants are reminded that it is required that SEQ ID Nos 
be amended into the specification at each sequence, and that when a sequence is presented in a 
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drawing regardless of the format or the manner of presentation of that sequence in the drawing, 
the sequence must still be included in the Sequence Listing and the sequence identifier must be 
used, either in the drawing or in the Brief Description of the Drawings. If any sequence 
encompassed by the definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 
1.821(a)(1) and (a)(2) is not Usted in the current Sequence Listing, a new paper copy, a new CRF 
of a new Sequence Listing including these sequences, as well as a new statement under 37 CFR 
1.821(f), are required. Applicants are given the same response time regarding this failure to 
comply as that set forth to respond to this office action. Failure to comply with these 
requirements will result in ABANDONMENT of the application under 37 CFR 1.821(g). 
Extensions of time may be obtained by filing a petition accompanied by the extension fee under 
the provisions of 37 CFR 1.136(a). 

Priority 

3. It is noted that applicants claim domestic priority from a series of prior applications listed 
in the ADS filed 5/12/01. It is brought to applicants' attention that for the purpose of 
examination, priority has not been granted to all the applications filed before 1/15/1999, i.e. 
application 09/232,880 because the Office has not been able to determine by sequence searching 
that the elected invention including the sequence of SEQ ID NO: 313 was disclosed in those 
applications. Thus, for the purpose of examination, the earliest filing date of the applications for 
which priority has been granted is 09/232,880, filed 1/15/1999. Prior art pubUshed after those 
applications but before 1/15/1999 may have been cited in this Office action. Apphcants are 
requested to provide evidence that the elected invention was disclosed in those prior apphcations 
if they wish to contest the citation of the intervening prior art. 
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Information Disclosure Statement 

4. The Information Disclosure Statement filed 1/13/03 has been entered and the references 
therein have been considered except references AB, AE, BB, and CB, which are lined-through 
on the form PTO-1449 because these references are not in EngHsh. The IDS filed on 6/30/04 has 
also been entered and the references therein have been considered. A copy of each of the 
initialed forms of PTO-1449 is attached herein. 

The citations/listings of publications and/or patents in various sections of the 
specification such as those on page 28 (of the electronic image of the specification filed 12/5/01 
in the PAIR system), etc. are not a proper Information Disclosure Statement. 37 CFR 1.98(b) 
requires a list of all patents, publications, or other information submitted for consideration by the 
Office, and MPEP § 609 A(l) states, "the Hst may not be incorporated into the specification but 
must be submitted in a separate paper." Therefore, unless the references have been cited by the 
examiner on form PTO-892, they have not been considered. 

Specification 

5. The substitute specification filed 10/9/02 has not been entered because it does not 
conform to 37 CFR 1.125(b) and (c) for a marked up version of the substitute specification has 
not been filed. 

6. The specification filed 12/5/01 is objected to because of the following: 
6a). The specification is not page-numbered. 
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6b). The statement of priority claim in the first paragraph of the specification needs to 
be updated to reflect the fact that the instant appUcation is a divisional of the prior application 
09/439,313, and the current status of the other prior US applications. 

6c). It is noted that trademarks are used in this application, such as GENBANK™ 
(registered by United States Department of Health and Humm Services). See the 31st page of the 
electronic image of the specification filed 12/5/01 in the PAIR system. Trademarks should be 
capitalized wherever it appears and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent apphcations, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any manner 
that might adversely affect their validity as trademarks. 

6d). The section of Brief Description of the Drawings (see pages fi-om the 6^** through 
the 25^^ of the electronic image of the specification filed 12/5/01 in the PAIR system) does not 
include Figure 11, and it is not noted that the figure is described in any other sections of the 
specification. 

7. Appropriate correction is required. 

Claim Rejections'35 USC § 101 and § 112 

8. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions 
and requirements of this title. 

9. The pending claims have been reviewed in Ught of the Utility Examination Guidelines 
and Guidelines for Examination of Patent Applications under 35 U.S.C. 1 12, first paragraph, 
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Written Description Requirement, Federal Register, Vol. 66, No. 4, pages 1092-1 111, Friday, 
Januarys, 2001. 

The examiner is using the following definitions in evaluating the claims for utility. 

"Specific" - A utility that is specific to the subject matter claimed. This contrasts with a 
general utiUty that would be apphcable to the broad class of the invention. 

"Substantial" - A utihty that defines a "real world" use. Utilities that require or constitute 
carrying out fiirther research to identify or reasonably confirm a "real world" context of use are 
not substantial utilities. 

"Credible" - Credibility is assessed from the perspective of one of ordinary skill in the art 
in view of the disclosure and any other evidence of record that is probative of the applicant's 
assertions. That is, the assertion is an inherently unbelievable undertaking or involves 
implausible scientific principles. 

"Well-established" - a specific, substantial, and credible utility which is well known, 
immediately apparent, or implied by the specification's disclosure of the properties of a material, 
alone or taken with the knowledge of one skilled in the art. 

See also the MPEP at §§ 2107 - 2107.02. 

10. Claims 4, 8-10, 19, and 62-63 are rejected under 35 U.S.C. 101 because the claimed 
invention lacks patentable utility due to its not being supported by a specific, substantial, and 
credible utility or, in the altemative, a well-established utility. 

The claims are drawn to nucleic acid molecules comprising the sequence of SEQ ID 
NO:313 or complement thereof, or vector and compositions comprising the nucleic acid 
molecules and recombinant cell comprising such vector. The claimed nucleic acid is not 
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supported by a specific asserted utility because the disclosed uses of the nucleic acids in the 
specification is not specific. For example, the specification asserts that the polynucleotides can 
be used as probes or primers to detect gene expression, or to modulate gene expression, etc. (see 
pages fi^om the 32"^ page to the 35*^ page of the electronic image of the specification filed 
12/5/01 in the PAIR system). These are not specific uses for the claimed nucleic acids 
comprising SEQ ID NO:313 because they are generic to any nucleic acids that are expressed in 
an organism. Applicants list a number of possible uses for hundreds of different polynucleotides 
disclosed in the specification, but fail to assert a specific utility for the claimed nucleic acids of 
SEQ ID NO:313. None of the utilities is specifically linked to the claimed nucleic acids 
comprising the sequence of SEQ ID N0:3 13 or complement thereof 

Further, the claimed nucleic acid is not supported by a substantial utiHty. For example, 
the specification states that the nucleic acid can be used in "vaccines and pharmaceutical 
compositions for prevention and treatment of prostate cancer, and for the diagnosis and 
monitoring of such cancers", etc. (see page 1 of the electronic image of the specification filed 
12/5/01 in the PAIR system). This is not deemed a substantial utility for the claimed 
polynucleotides. The specification only describes that the polynucleotide of SEQ ID NO:313 is 
obtained fi-om a library of prostate tumor pools subtracted against pool of normal tissues. 
Although the polynucleotide is found to be over-expressed in prostate tumors than nonprostate 
tumors or normal tissues, it is also expressed in normal prostate tissues. See the 75^^ page of the 
electronic image of the specification filed 12/5/01 in the PAIR system. Therefore, one of 
ordinary skill in the art would have to perform further research to determine any function, if any, 
for the polynucleotide of SEQ ID NO:3 13, and how its fimction or pattem of expression is 
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specifically linked to prostate cancer development, etc. in order to possibly use it in vaccines and 

pharmaceutical compositions for prevention and treatment of prostate cancer, and for the 

diagnosis and monitoring of such cancers, as asserted by applicants. 

The instant situation is analogous to that which was addressed in Brenner v. Manson, 148 

USPQ 689 (1966), wherein the court expressed the opinion that all chemical compounds are 

"useful" to the chemical arts when this term is given its broadest interpretation. However, the 

court held that this broad interpretation was not the intended definition of "useful" as it appears 

in 35 U.S.C. 101, which requires that an invention must have either an immediately apparent or 

fully disclosed "real world" utility (emphasis added). The court held that: 

"The basic quid pro quo contemplated by the Constitution and the Congress for 
granting a patent monopoly is the benefit derived by the pubHc from an invention 
with substantial utility. . . [u]nless and until a process is refined and developed to 
this point-where specific benefit exists in currently available form there is 
insufficient justification for permitting an appellant to engross what may prove to 
be a broad field. . .a patent is not a hunting license. . . [i]t is not a reward for the 
search, but compensation for its successful conclusion. 

It is clear that applicants have not arrived at the "successful conclusion" of what the 

actual function of the corresponding gene comprising the claimed polynucleotide or the 

polynucleotide itself are and how they are involved in the development of prostate cancer, and 

how it can be used for vaccines and pharmaceutical compositions for prevention and treatment of 

prostate cancer, and for the diagnosis and monitoring of such cancers. Without such knowledge, 

it would only serve as a starting point of further experimentation to arrive at the "successful 

conclusion" as expressed by the court. 
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Furthennore, neither the specification as filed nor any art of record discloses or suggests 
any property or activity for the claimed nucleic acid such that another non-asserted utility would 
be well established for the claimed nucleic acid or composition thereof 

1 1 . The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth 
the best mode contemplated by the inventor of carrying out his invention. 

12. Claims 4, 8-10, 19, and 62-63 are also rejected under 35 U.S.C. 1 12, first paragraph. 
Specifically, since the claimed invention lacks a patentable utihty due to its not being supported 
by a specific, substantial, and credible utility or, in the alternative, a well-established utility for 
the reasons set forth above, one skilled in the art clearly would not know how to use the claimed 
invention. 

13. Claims 4, 8-10, 19, and 62-63 are rejected under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the written description requirement. The claims contain subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The claims are drawn to nucleic acids/polynucleotides comprising "a sequence set forth 
in SEQ ID N0:3 13", or vectors or composition comprising the polynucleotides. Since there is 
only one sequence set forth in SEQ K) NO:313, which is a 718-bps polynucleotide sequence (see 
the Sequence Listing), the limitation "a sequence set forth in SEQ ID NO:313" is interpreted to 
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be the full-length sequence of the 718 bps long polynucleotide. The specification discloses that 
SEQ ID N0:3 13 is not full-length, and it is used as probe for the search for full-length cDNA. 
Different splice variants have been found from the search. See the 97*^ page, Example 16, of the 
electronic image of the specification filed 12/5/01 in the PAIR system. Given the broad scope of 
the claims due to the use of the open language "comprising", and due to the fact that SEQ ID 
NO:313 is not a full-length cDNA, the claims are drawn to a genus: any nucleic acid that 
minimally contains the sequence of SEQ ID NO:313, including any full length cDNA molecule 
comprising the full ORF and any 5' and 3' UTR, etc. There is substantial variability among the 
species of polynucleotides or nucleic acids encompassed within the scope of the claims because 
the claimed SEQ ID NO:313 is only a fragment of these full-length cDNAs. Because the 
claimed genus encompasses species yet to be discovered, e.g. full-length cDNA constructs, etc., 
the mere disclosure in the specification of a species: the sequence of SEQ ID N0:3 13, does not 
provide an adequate description of the claimed genus. 

In Vas-Cath Inc. v. Mahurkar (19 USPQ2d 1111), the court makes it clear that "applicant 
must convey with reasonable clarity to those skilled in the art that, as of the filing date sought, he 
or she was in possession of the invention. The invention is, for purposes of the 'written 
description' inquiry, whatever is now claimed.'' (See page 1117.) The specification does not 
"clearly allow persons of ordinary skill in the art to recognize that [he or she] invented what is 
claimed." (See page 1116.) 

With the exception of the sequence of SEQ ID NO:3 13, the skilled artisan cannot 
envision the detailed chemical structure of the encompassed polynucleotides/nucleic acids, 
regardless of the complexity or simplicity of the method of isolation. Adequate written 
description requires more than a mere statement that it is part of the invention and reference to a 
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potential method for isolating it. The nucleic acid itself is required. See Fiers v. Revel 25 
USPQ2d 1601, 1606 (CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical Co. Ltd., 18 
USPQ2d 1016, In Fiddes v. Baird, 30 USPQ2d 1481, 1483, claims directed to mammalian 
FGF's were found unpatentable due to lack of written description for the broad class. The 
specification provided only the bovine sequence. 

Applicant is reminded that Vas-Cath makes clear that the written description provision of 
35 use 1 12 is severable from its enablement provision (See page 1115). 

14. Claims 19 and 62 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the enablement requirement. The claims contain subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

In In re Wands (8 USPQ2d 1400 (CAFC 1988)), the CAFC considered the issue of 
enablement in molecular biology. The CAFC summarized eight factors to be considered in a 
determination of "undue experimentation". These factors include: (a) the quantity of 
experimentation; (b) the amount of guidance presented; (c) the presence or absence of working 
examples; (d) the nature of the invention; (e) the state of the prior art; (f) the predictability of the 
prior art; (g) the breadth of the claims; and (h) the relative skill in the art. The factors are 
analyzed for the instant case as follows: 

(a) In the instant case, the amount of experimentation required by the skilled artisan in 
order to practice of making and using the claimed composition for pharmaceutical usage would 
require an unpredictable amount of experimentation for the following reasons: 
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(b)-(c) The claims are drawn to a pharmaceutical composition or a diagnostic kit 
comprising a polynucleotide comprising the sequence of SEQ ID NO:313. The instant 
specification does not provide an explicit definition for the term "pharmaceutical". According to 
Steadman's Medical Dictionary {22^^ Edition, 1972), "pharmaceutical" means "relating to 
pharmacy or to pharmaceutics" (page 952). In the same dictionary, "pharmacy" is defined as: 
"the practice of preparing and dispensing drugs", and "drug" is defined as "A therapeutic agent; 
any substance, other than food, used in the prevention, diagnosis, alleviation, treatment, or cure 
of disease in man and animal (page 378)." Thus, "a pharmaceutical use" would be any use, 
other than as food, wherein a substance is used on or in the body to prevent, diagnose, alleviate, 
treat, or cure a disease in humans or animals . In the specification, applicants state that the 
claimed polynucleotides can be used in "vaccines and pharmaceutical compositions for 
prevention and treatment of prostate cancer, and for the diagnosis and monitoring of such 
cancers" (page 1 of the electronic image of the specification filed 12/5/01 in the PAIR system). 
Therefore, in the instant application, a pharmaceutical use is for "vaccines and pharmaceutical 
compositions for prevention and treatment of prostate cancer, and for the diagnosis and 
monitoring of such cancers". As set forth in the previous section, the specification only describes 
that the polynucleotides of SEQ ID NO:313 is obtained firom a library of prostate tumor pools 
subtracted against pool of normal tissues. Although the polynucleotide of SEQ ID NO:313 is 
found to be over-expressed in prostate including prostate tumors compared to other tissues, the 
expression is lower and in fewer prostate tumors compared to several other polynucleotides. See 
the 75* page of the electronic image of the specification filed 12/5/01 in the PAIR system. Thus, 
the specification describes that the polynucleotide of SEQ ID NO:3 13 is present in both normal 
prostate and prostate tumors, and it is not overexpressed in the latter compared to the former. 
Clearly, the polynucleotide of SEQ ID NO:313 is at best a prostate specific, but not prostate 
tumor specific polynucleotide. The specification does not provide guidance as to how to use such 



Application/Control Number: 10/010.940 
Art Unit: 1631 



Page 13 



a polynucleotide, which is not differentially expressed in prostate tumor compared to normal 
prostate tissue, in "vaccines and pharmaceutical compositions for prevention and treatment of 
prostate cancer, and for the diagnosis and monitoring of such cancers", nor does it provide any 
working example for such usage. 

(d)-(h) The nature of the invention, i.e. a pharmaceutical composition or a diagnostic kit 
comprising a polynucleotide comprising the sequence of SEQ ID NO: 3 1 3 for use in "vaccines 
and pharmaceutical compositions for prevention and treatment of prostate cancer, and for the 
diagnosis and monitoring of such cancers", is complex. The prior art does not teach or fairly 
suggest such a pharmaceutical composition or such diagnostic kit for such usages. However, the 
idea of using cancer vaccines for treating or preventing cancer has been around for years, albeit 
no successful test has been done. Ezzell (The J. NIH Research, Vol. 7, pages 46-49, 1995) 
reviews recent progress in the field of cancer immunotherapy. He reviewed that several tumor 
specific antigens including MAGE-1, which is a tumor specific peptide that is expressed by cells 
of pigmented skin cancer melanoma but not by normal melanocytes, the skill cell that produce 
the pigment, have been discovered and researchers are attempting to use such peptides in cancer 
vaccines. See pages 46-47. He states that the optimal cancer vaccine will consist of several 
tumor-specific antigens so that cancer cells cannot escape the anti-tumor response by developing 
a single mutation" (page 48). Ezzell cites a cancer immunotherapy scientist from the National 
Cancer Institute, Steve Rosenberg, "there are a lot of possibilities why some people respond and 
other do not", and "there is also enormous variability among patients and their expression of 
antigens on tumors". Ezzell concludes that 'iio one is very optimistic that a single peptide or a 
virus carrying the gene encoding that peptide will trigger an immune response strong enough to 
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eradicate tumors or even to prevent the later growth of micrometastases among patients". See 
page 48. It is clear that the field of cancer immunotherapy is only at its begirming, and is highly 
unpredictable. In order to possible use a peptide or a polynucleotide encoding a peptide, the 
minimum requirement is that it is tumor specific, i.e. in the case of prostate cancer, only 
expressed in prostate cancer, not in normal prostate tissue. In the instant apphcation, the 
polynucleotide of SEQ ID NO:313 is only disclosed as a prostate specific, not prostate tumor 
specific. As to diagnosis of prostate cancer, the art is also unpredictable. Aspinall (Joumal of 
Urology, Vol. 154, pages 622-628, August 1996) reports that while the increased level of serum 
PSA (prostate specific antigen) has been well known to be associated with prostate cancer, they 
demonstrate that the not only the level of PSA is not elevated in prostate cancer tissues, is the 
level actually lower in prostate cancer tissue than in nonmalignant prostate. See page 622, 
Abstract. Obviously, simply demonstrating something that is present in prostate tumor as well as 
in normal prostate, as is the case in the instant apphcation, is not sufficient to demonstrate it can 
be used as a diagnostic marker. 

The skilled practitioner would first tum to the instant specification for guidance in 
practice of using the polynucleotide of SEQ ID NO:313 for vaccine for treating or preventing 
prostate cancer, or for a diagnostic marker. However, the specification does not provide 
sufficient guidance of practicing the invention. As such, the skilled practitioner would tum to 
the prior art for such guidance. However, the prior art does not teach the polynucleotide and 
such uses thereof Finally, said practitioner would have to tum to trial and error experimentation 
for practicing using the polynucleotide for a vaccine or for a diagnostic marker for prostate 
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cancer without guidance from the specification or the prior art. Therefore, undue 
experimentation becomes the burden of the practitioner. 

Claim Rejections-35 USC § 102 

15. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was l<nown or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

16. Claim 8 is rejected under 35 U.S.C. § 102(b) as being anticipated by NCI-CGAP 
(Database sequence, GenBank accession No. AA578773, 9/12/1997). 

Claim 8 is drawn to an isolated polynucleotide complementary to a polynucleotide 
comprising the sequence of SEQ ID NO:313. 

Absent an explicit definition for the term "complementary" in the specification, it is 
broadly interpreted as being both completely and partly complementary. It is known in the art 
that a polynucleotide can be completely or partially complementary to another polynucleotide. 
For example, Au- Young et al. (WO 00/18922) state that "the term 'complementary' or 
'complementarity' refers to the natural binding of polynucleotides by base paring", and 
"complementarity between two single-stranded molecules may be 'partial', such that only some 
of the nucleic acids binds, or it may be 'complete', such that total complementarity exists 
between the single stranded molecules." See page 13, lines 11-19. 
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NCI-CGAP at Database GenBank accession No. AA578773 discloses a polynucleotide 
sequence that has long stretches of sequences that matches the sequence of the instant SEQ ID 
NO:313. See the attached sequence alignment between the two sequences. Since the sequence by 
NCI-CGAP is obtained from an isolated double stranded cDNA clone in vector p AMP 10 in host 
cell DHIOB (see what is disclosed in "FEATURES" of the database accession), it would have 
been readily recognized by one skilled in the art that the sequence of the other strand that is 
completely complementary to the sequence of AA578773 is partially complementary to the 
sequence of SEQ ID NO:313. 

17. Claim 8 is rejected under 35 U.S.C. § 102(a) as being anticipated by Bussemakers MJG 
(WO 98/45420-Al, 10/15/1998). 

Claim 8 is drawn to an isolated polynucleotide complementary to a polynucleotide 
comprising the sequence of SEQ ID N0:3 13. 

Absent an explicit definition for the term "complementary" in the specification, it is 
broadly interpreted as being both completely and partly complementary. It is known in the art 
that a polynucleotide can be completely or partially complementary to another polynucleotide. 
For example, Au- Young et al. (WO 00/18922) state that "the term 'complementary' or 
'complementarity' refers to the natural binding of polynucleotides by base paring", and 
"complementarity between two single-stranded molecules may be 'partial', such that only some 
of the nucleic acids binds, or it may be 'complete', such that total complementarity exists 
between the single stranded molecules." See page 13, lines 11-19. 

Bussemakers discloses an isolated cDNA sequence of 820 bps (PC A3, which is the same 
sequence as disclosed in database Geneseq acc. NO. AAV62429) that has long stretches of 
sequences that matches the sequence of the instant SEQ ID NO:313. See the attached sequence 
alignment between the two sequences. Since the sequence by Bussemakers is obtained fi*om an 
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isolated double stranded cDNA PCA3 (see page 1, abstract), it would have been readily 
recognized by one skilled in the art that the sequence of the other strand that is completely 
complementary to the sequence of AA578773 is partially complementary to the sequence of 
SEQ ID NO:313. Further, Bussemakers discloses also the sequence complementary strand of 
PCA3. See page 26, lines 27-28. 



Conclusion 

18. No claim is allowed. 

19. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shubo (Joe) Zhou, whose telephone number is 571-272-0724. 
The examiner can normally be reached Monday-Friday from 8 A.M. to 4 P.M. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Michael 
Woodward, Ph.D., can be reached on 571-272-0722. The fax phone number for the organization 
where this application or proceeding is assigned is 703-872-9306. Any inquiry of a general 
nature or relating to the status of this application or proceeding should be directed to Patent 
Analyst Tina Plunkett whose phone number is (571) 272-0549. 

20. Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application friformation Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your appUcation serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Elecfronic Business Center will notify applicants of the resolution of 
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the problem within 5-7 business days. AppUcants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scaimed images of their own appUcation file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 




Patent Examiner 



Continuation Sheet (PTOL-326) 



Application No. 10/010,940 



Continuation of Attachment(s) 6). Otiier: 

a) Sequence Alignment between AA578773 and SEQ ID NO:313 

b) Sequence Alignment between AAV62429 and SEQ ID NO:313 . 
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